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Richter Rubber Technology Sdn.  Bhd. 

 

EU DECLARATION OF CONFORMITY 

 

Declaration Number: 14072022-0001 

Manufacturer: Richter Rubber Technology Sdn. Bhd.  

Plot 209, Kuala Ketil Industrial Estate,    

09300 Kuala Ketil, Kedah  

MALAYSIA 

Fax.: +60 4 4161667 Tel.: +60 4 4161668 / 9 

e-Mail: richter@myrrt.de        

Website: www.myrrt.de 

SRN: MY-MF-000023324 

Product: Non-Medicated Natural Latex Condoms  

Basic UDI-DI – 9556807rrtCD001V7  

 

Brand:  MY.SIZE PRO 45, MY.SIZE PRO 47, MY.SIZE PRO 49, MY.SIZE PRO 53, MY.SIZE 

PRO 57, MY.SIZE PRO 60, MY.SIZE PRO 64, MY.SIZE PRO 69, MY.SIZE PRO 72 

Intended purpose: Intended for contraceptive purposes & to assist in the prevention of STIs  

Classification / Risk class: Class IIb device in accordance with Rule 14 of Annex IX of Medical Device Directive 

93/42/EEC 

Standards:  ISO 13485:2016, ISO 4074:2015, ISO 10993-1:2009, ISO 10993-5:2009, ISO 10993-

10:2010, EN ISO 14971:2019 

We, Richter Rubber Technology Sdn. Bhd. declare that the stated products are in conformity with the essential requirements 

and provision of Medical Device Directive 93/42/EEC as amended by Directive 2007/47/EC. It is subjected to the procedure 

set out in Annex II and Annex VII of Council Directive 93/42/EEC of 14 June 1993 as amended by Directive 2007/47/EC. 

Notified body: SGS Belgium NV, 

SGS House Noorderlaan 87 2030 Antwerp Belgium 

Notified Body No.: CE 1639  

Certificate: EC Certificate Full Quality Assurance System:  

MY19/1811030226 valid from 16 December 2019 until 30 April 2024 

European Representative: Nils Gerber 

rrt Vertrieb Und Service GmbH 

Heinrich-Kümmel Str.3, 30169 Hannover 

Tel: +49- 1709007723  

Email: nils@myrrt.de 

SRN: DE-AR-000021443 

 

This declaration of conformity is issued under the sole responsibility of the manufacturer. 

 

Kedah MALAYSIA, 14-07-2022 

 

 
Mr. Fabian Knauthe 

Managing Director 
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